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4-February-2003

Dockets Management Branch (HFA-305)
Food and Drug Administration

5600 Fishers Lane

Rockville, MD 20857

Re: Docket No. 02N-0532 Nonclinical Datasets; Notice of Pilot Project
Gentlemen:

Novartis Pharmaceuticals would be very interested to participate in the pilot project and assist the
FDA in testing the use of various analysis tools for standard nonclinical data and metadata.
Novartis is currently participating in the initiative to develop standards for nonclinical datasets,
similar to CDISC, so we are very familiar with work that has occurred and is ongoing. We will
make internal resources available to participate in this pilot project and look forward to working
with you.

Sincerely Yours,
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